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IRISH BLOOD TRANSFUSION SERVICE
PRODUCT MASTER FILE

TITLE: RED CELLS SUITABLE FOR NEONATAL USE

Change Description:

Revise IBTS/PMF/SPEC/0203 to IBTS/PMF/SPEC/0212 and IBTS/PMF/SPEC/0232 to amend

the product labels.

Reason for Change:

Fix to the labels with reference to IR 361/21/IBTS, IBTS/QA/PQ/0600 Deviation 012 and CC

134/21/1BTS

Change order No.:
IBTS/CO/0229/21

Referenced Documents
N/A

SmartSolve Roles
N/A

Training Type
N/A

SmartSolve Document Category

Category Mobile Cryobiology

Website

GDP

Yes/ No No No

Yes

No
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IRISH BLOOD TRANSFUSION SERVICE
PRODUCT MASTER FILE
Title: Red Cells Suitable for Neonatal Use

Name of Products: RED CELLS Suitable for Neonatal Use, Split1/2/3/4/5 and
RED CELLS Suitable for Neonatal Use, Irradiated, Split1/2/3/4/5

E Progesa Codabar Component Codes : 56830 /56831 /56832 /56833 /56834
74422 /74423 /74424 / 74425 / 74426

E Progesa ISBT — 128 Component Codes :

C7429VAO0 / C7429VB0 / C7429VC0 / C7429VDO0 / C7429VE0(
C7442VA0 / C7442VB0/ C7442VC0 / C7442VDO0 / C7442VE0

General Description: A red cell suspension obtained from whole blood by centrifugation,
removal of plasma with subsequent addition of a nutrient solution SAG-
M and using a closed system divided into 5 approximately equal
volumes. The removal of the majority of leucocytes is achieved by
filtration. The selected donors meet the additional criteria for neonatal
use.

General Specification:

Parameter Quality Requirements Frequency of Control
Volume 45 — 71 ml x 5 split units 100%
Haematocrit 0.50-0.70 L/L 1%
Haemoglobin > 8 g/ split unit 1%
Leucocyte Content < 1 x 10%unit Counted in units of red cells
(04333/E7429V00) >1%
Haemolysis at end of shelf | <0.8% of red cell mass 1 per month
life
ABO Agglutinins No High Titre 100%
Anti-A or Anti-B
CmvVv CMV ab negative 100%
Labelling: See Appendix 1
Storage: Red Cells Suitable for Neonatal Use, Split 1/2/3/4/5 should be stored at

4°C + 2°C. The storage time is up to 35 days.
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Irradiation:

Transportation:

Indications for Use:

Precautions in Use:

Red Cells Suitable for Neonatal Use, Split 1/2/3/4/5 may be irradiated up
to 14 days from date of collection. Post irradiation the storage is 14 days.
If irradiated, product codes for the split units will change into
codabar:74422 / 74423 / 74424 / 74425 / 74426 and ISBT-128 barcodes:
C7442VA0 / C7442VB0 / C7442VCO0 / C7442VD0 / C7442VEO.

The air temperature of transport containers for split units of Red Cells

Suitable for Neonatal Use should be maintained between 2°C and 10°C
during transport from the Irish Blood Transfusion Service to the place

where they are intended for use. Transport time under these conditions
normally should not exceed 8 hours

Red Cells Suitable for Neonatal Use, Split 1/2/3/4/5 are used for
augmenting the oxygen carrying capacity of the blood where this is
critically reduced in infants requiring repeated small volume transfusions
within a four to five week period. It is recommended that the first split
unit should be transfused within 5 days from date bled and subsequent
split units from the same donation may be transfused up to the end of
shelf life. The first split may be transfused greater than 5 days from the
date bled if fresher product is not available. Seek medical advice where
necessary.

Compatibility of this component with the intended recipient must
be verified by appropriate pre transfusion testing.

o Red Cells Suitable for Neonatal Use, Split 1/2/3/4/5 should be
transfused through a standard 170 — 200 um filter.

o No solution should be added to the bag or to the giving set.

o Components should be inspected visually for defects, leakage,
abnormal colour or visible clots.

o Red Cells Suitable for Neonatal Use, Split 1/2/3/4/5 are not
recommended in:
- large volume transfusion in neonates unless the red cells are less
than 5 days old.
- Intrauterine Transfusion
- exchange transfusions in newborns.

Adverse Effects Include:

e  (Circulatory Overload.
e  Haemolytic transfusion reaction;
e  Non-haemolytic transfusion reaction (mainly chills, fever and

urticaria).
The risk is reduced by leucodepletion and washing
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Pathogen transmission

Despite careful donor selection and laboratory screening
procedures, infections including Syphilis, Viral Hepatitis, HIV,
HTLV 1 & 11 and other viruses and protozoa (e.g. malaria)
may, in rare instances, occur.

vCJD transmission

Transmission of other pathogens that are not tested for or
recognised.

The risk of CMV transmission is minimal as the components are
leucodepleted

Sepsis due to bacterial contamination (reduced but not

eliminated by bacterial screening)

Metabolic upset

Possible elevated potassium  level in massive transfusions,
especially where patient is hypothermic or acidotic or has
impaired renal function.

Citrate toxicity, especially in neonates and in patients with

impaired hepatic function.

Hypocalcaemia.

Hypoglycaemia.

Hypokalaemia.

Immunological effects

Alloimunisation to HLA and red cell antigens.

Graft vs Host Disease (GvHD) in immuno compromised
recipients . The risk of GvHD is eliminated by irradiation
Transfusion related Acute Lung injury (TRALI) by donor
HLA/granulocyte antibodies.

Post transfusion purpura (PTP).

Iron overload

In patients on chronic red cell transfusion support programmes.
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Serious Adverse Reaction
Please inform the IBTS immediately about any event relating to suspected bacterial sepsis/
transfusion associated bacterial sepsis

Serious adverse reactions should be reported to:

National Haemovigilance Office
Irish Blood Transfusion Service
National Blood Centre

James’s Street

Dublin 8

AND
Quality Assurance Manager
Irish Blood Transfusion Service

AT EITHER
National Blood Centre

James’s Street
Dublin 8

Munster Regional Transfusion Centre
St Finbarr’s Hospital
Douglas Road, Cork
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APPENDIX I
E Progesa Codabar Component Code: 56830
E Progesa ISBT-128 Component Code : C7429VAQO
Product Name : Shelf Life :
RED CELLS, 35 days

Suitable for Neonatal Use, Split 1

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

9540

07 13 518]

RED CELLS,
Suitable for Neonatal Use, Split 1

LA egative

Cuv Antibody Megative
Drawn 05 May 2021
02116

0 OO T e 100
0359

This Companest must not be used IF thers Expiry 09 June 2021 23:59

aie visitle signs of deterioracin. Thi
s o I| |I IIH I III‘I‘IIII|III ‘IH' I‘|

Must be adminkstered using @ suitable
56830 Expiry 09/06/2021 O MNeg

Store at 4°C + 2°C

Aramzfusion set incorparating &
170 - 20D pm fler, Collecied In

LR ankcoaagelant and Luspanded m 105%mi FIFFIIIFFIVILTTIG
of mdditive soluiion congeiming, In - - - -
MI-'oII'I NICI 15'] Elumt 45, C- ¢+ E- e+ K- HbS NEg
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APPENDIX' |
E Progesa Codabar Component Code: 56831
E Progesa ISBT-128 Component Code : C7429VB0
Product Name : Shelf Life :
RED CELLS, 35 days

Suitable for Neonatal Use, Split 2

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

540

0 12 5191

RED CELLS,
Suitable for Meonatal Use, Split 2

I egative

Store at 4°C + 2°C

wie visitile signs of deterioracien. Thi
170 - 200 pm e, Collecad Inee I| |I IIH I III‘I‘IIII|III ‘IHl I‘|

Cuy antibody Negative
Drawn 07 May 2021
A VAT 100
G2 11632359
Com pan e iy Draneesl infaction
Sluzt be adeninkstered wsing 2 suitable
LR antikcoagelant and uspanded m 105ml FIGFIIIIFFIIILIT TG
of waditive solutlion containing, n C-¢4+ E- as K- HBS- Neg
56831 Expiry 1170672021 O Meg

This CoMponest must not be used IF there Expiry 11 June 2021 23:59
tramshusion sst imcsrparating &
Ml'olﬂ Ni| 15'] tlumsedi.
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APPENDIX' |
E Progesa Codabar Component Code: 56832
E Progesa ISBT-128 Component Code : C7429VCO0
Product Name : Shelf Life :
RED CELLS, 35 days

Suitable for Neonatal Use, Split 3

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

540

0 12 5191

RED CELLS,
Suitable for Neonatal Use, Split 3

\I\HIIII\I egative

Store at 4°C £ 2°C

125

02l
Drawn 05 May 2021

CMY Antibody Megative
ml
e visihile signs of deteriarion. This
o |I IIH I III‘I‘IIIIlIII ‘IH' Iu
170 = F0b pm Filer, Collecied Inno
CPD anticoagulant and tuspanded o 105mi FIFFINIGFIIINTTIG
Adwenina 125, Mamnital 29 “ H ‘H“

C7429VC0 (211602359
Muza be adminisiered using 2 suitable
of pdditive solution containing. In C-c+ E-a+ K- HhS-NEg
56832 Expiry 09/06/2021 O Meg

This componess must not B used IF thers Ex pll"r' 09 June 2021 23:59
iramsfusion st incsrperating &
Ml'dl_l'll HMaCl 1510, t_lumu &5,




IBTS/PMF/SPEC/0209 Ver 5 Page 10 of 16

APPENDIX' |
E Progesa Codabar Component Code: 56833
E Progesa ISBT-128 Component Code : C7429VDO0O
Product Name : Shelf Life :
RED CELLS, 35 days

Suitable for Neonatal Use, Split 4

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

540

O f 3 5190

RED CELLS,
Suitable for Neonatal Use, Split 4

RhDN ti
\I\HIIII\I egative
Drawn 05 May 2021

Chy Antibody Negative
C7429vD0 ml 0211602359

This Companest must not be used IF thers Expiry 09 June 2021 23:59

afe vishile signs of deterierarion. This
s |I IIH I III‘I‘IIIIlIII |IH| Iu
Adeniss L.25%, Mesnital 29,

Must be adwminkstered wsing 2 sultable
56833 Expiry 09/06/2021 0 Meg

Store at 4°C = 2°C

12%

o2l

tramsfusion set incerparating a
170 - F00 pm Filer, Collecwed In

SR anticoageiant and fuspended = 105mi F39FI9I09%I9ILT FI6
of paditive soluton conteiméng, In C-c4 E- e+ K- HhS-NEg

mamll: MaCl 150, Glucase 45,
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APPENDIX' |
E Progesa Codabar Component Code: 56834
E Progesa ISBT-128 Component Code : C7429VEO
Product Name : Shelf Life :
RED CELLS, 35 days

Suitable for Neonatal Use, Split 5

Product Label and Barcode:

(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

9540

RED CELLS,
Suitable for Neonatal Use, Split 5
Store at 4°C = 2°C

021125

Drawn 05 May 2021

C7429VED
Thiz componest must not Be osed IF thers
e wislble signs of deteriorarion. This
tomipahend miy transei infadtion
Hus be adminkstered using 2 suitable
tramsfusion set imcorparating &
170 - 200 pm Filser, Collscmed Inoe

200
ml

21

[N EELR AT |

Rh D Negative

CMY antibody Negative

1602359

upiry 09 June 2021 23:59

SRR anticoagelant and fuspanded = 105mi 3903935 T PG
of peddditive S0luHon connaming, In C=c4 E= a4 K= HhS-NEg

remel Nl Ml 150, Glucrse 45,

Adwenine 125, Mennital 29,

56834

Expiry 0970672021

O MNeg
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APPENDIX 11

E Progesa Codabar Component Code: 74422

E Progesa ISBT-128 Component Code: C7442VAQ

Product Name : Shelf Life :

RED CELLS, Suitable for 14 days from irradiation date,
Neonatal Use, Irradiated, Split 1 to a maximum of 28 days

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

9540

[N REL AT |

RED CELLS, Suitable for
Neonatal Use, Irradiated, Split 1

Tt egative

Store at 4°C £ 2°C

1I%

0ol
Drawn 05 May 2021

IREADIATED (Red Cell Splits)
B2 11602359
are wistble signs of deteriorarion. This
s o |I IIH I III I|IIII|III ‘I”l I||
170 - 200 pm Fller, Collecued inno
CPE anbicoagelant and fuspanded = 10%ml FIFFIIIFFIVILTTIE
Adenine 125, Musnital 29,

CMy antibody Negative
C7442VAD 11602
Must be adminkstered using 2 suitable
of pditive solutlon conqpiming, In C-c4 E-a+ K- HhS-NEg
74422 Expiry 0%/06/2021 O Meg

This compomens muss met be used If thers Expiry 09 June 2021 23:59
tramshasion sst imcsrparating &
samel 1 M) 150, Ghucose 45,
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APPENDIX Il (Irradiated)

E Progesa Codabar Component Code: 74423

E Progesa ISBT-128 Component Code: C7442VB0

Product Name : Shelf Life :

RED CELLS, Suitable for 14 days from irradiation date,
Neonatal Use, Irradiated, Split 2 to a maximum of 28 days

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

9540

07 13 518]

RED CELLS, Suitable for
MNeonatal Use, Irradiated, Split 2

IREADIATED (Red Cell Splits)
Drawn 05 May 2021
ml

Chiy antibody Negative
C7442VEBOD 0211602

Store at 4°C + 2°C

021125

353

piry 09 June 2021 23:59

Expiry 09/06/2021 O MNeg

EA

This COMPoREsT MUsT not Be used IF thers E
wre visiie signs of deericrarion. This
companesd may tranieel infaction
Must be adminks tered using 2 suitable
tramsfusion 1st imcsaparsting &

170 - 300 pm Filher, Collecoed Inoe

CPD anticoagelant and tuspanded m 105mi FIFINIIFFIVILITTIG
of paditive soluilon contaming In _ - - .
mrol_l’l:NacI ISU.t_Iume &5, C c+ E e+ K th MEg

Adwnine 125

7442

, Mummital 29,
3
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APPENDIX 11

E Progesa Codabar Component Code: 74424

E Progesa ISBT-128 Component Code: C7442VCO0

Product Name : Shelf Life :

RED CELLS, Suitable for 14 days from irradiation date,
Neonatal Use, Irradiated, Split 3 to a maximum of 28 days

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning — label not to scale)

Q540

0°f 4 5191

RED CELLS, Suitable for
Neonatal Use, Irradiated, Split 3

\||H|||I\I egative

Store at 4°C £ 2°C

12%

o2l
Drawn 05 May 2021

IREADIATED (Red Cell Splits)
m
(211602359

aie visitile 5igns of deterioration. This
s o |I IIH I III‘I|IIII|III |I”| I||
170 - 200 pm Fier, Collected Int
CPD anticoagelant and tuspanded o 105mi FIFFIIIFFIVINT TG
Adeniss L.2% Mesnital 29, “ H ‘H“

Chy Antibody Negative
C7442VCD 11608
Mus be adminkrtered uing 2 suitable
of paditive solution contaiming. In C-¢4 E- a+ K- HhS-HEg
TA4424 Expiry 0%/06/2021 O MNeg

This compomens muss met be used If thers Expiry 09 June 2021 23:59
tramshesion st incorperating a
w1l Ml 150, Ghicase 45,
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APPENDIX |1
E Progesa Codabar Component Code: 74425
E Progesa ISBT-128 Component Code: C7442VvD0
Product Name : Shelf Life :

RED CELLS, Suitable for

Neonatal Use, Irradiated, Split 4

Product Label and Barcode:
(for illustration purposes only — barcodes not suitable for scanning —

RED CELLS, Suitable for

14 days from irradiation date,
to a maximum of 28 days

label not to scale)

Q540

[N REL R |

Neonatal Use, Irradiated, Split 4

Store at 4°C = 2°C

021125

Drawn 05 May 2021

C7442VD0O
This componest must not Be nsed IF therse
wie wishble signs of deterioraries. This
tompahend may tran e infadion
Mus be adminksterad using 2 suitable
iramsfasion set imcsaparating &
170 - 200 pm Filser, Collecwed Inm
CPD anticoagelant and tuspanded m 10Eml
o pebditive solution congpining, In
MI'-DII'I HKI 15'] 'Elumﬁ-t 45,

74425

I 2e0

Expiry 097062021 Meg

Rh D Negative

IREADIATED (Red Cell Splits)
CMY Antibody Negative
0211602359

Expiry 09 June 2021 23:59
933090000090317735

C=-c+ E- e+ K- Hb5-Neg
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APPENDIX 11
E Progesa Codabar Component Code: 74426
E Progesa ISBT-128 Component Code: C7442VEQ
Product Name : Shelf Life :

RED CELLS, Suitable for

Neonatal Use, Irradiated, Split 5

14 days from irradiation date,
to a maximum of 28 days

Product Label and Barcode:

(for illustration purposes only —

RED CELLS, Suitable for
Neonatal Use, Irradiated, Sp

Store at 4°C + 2°C

0211X%

Drawn 05 May 2021

C7442VED
This COMpPORE MUST not Be used IF thers
e visiiHe signs of deericrarion. This
companes may traniesl infastion
Muzt be adminkriered wsing 2 suitable
dramsfusion set lncorperating a
170 - Fib pm Filler, Collecued Inte
LR ankicoagelant and fuspanded m 105mi
of pdditive soluilon conneiing, In
Mlﬁoll'l NICI 15'] 'Glumu &5,

TA426

]

Expiry 090672021

barcodes not suitable for scanning —

9540

label not to scale)

0 1 5191

lit 5

Rh D Negative

IRRADIATED (Red Cell Splits)
ChY antibody Negative

11602359

Expiry 09 June 2021 23:59

9395399999393 776

C-c+ E- e+ K- Hb5-Neg
0 MNeg

:-c‘d'




	IRISH BLOOD TRANSFUSION SERVICE
	PRODUCT MASTER FILE
	IRISH BLOOD TRANSFUSION SERVICE

